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MOI\JTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY !S SET TO EXPIRE 7_ 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tinne may be available under the provisions of 37 CFR 1 , 1 36 (a) . In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication, 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication, 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) X Responsive to communicaTion(s) filed on Jul 13 , 2 001 • 



2a) 



This action is FINAL. 



2b) X' This action is non-final. 

3) . Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11; 453 O.G. 21 3. 

Disposition of Claims 

4) X Claim(s) 1-4 2 _ is/are pending in the application. 



4a) Of the above, claim(s) 

5) ; _] Claiin(s) 

6) :": Claim(s) 

1)1 Claim(s) 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



8)'X Claims 1-42 



are subject to restriction and/or election requirement. 



Application Papers 

9) :_j The specification is objected to by the Examiner, 

10) - The drawing(s) filed on is/are objected to by the Examiner. 

11) J The proposed drawing correction filed on is: a)i approved b); : disapproved. 

1 2) : The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

1 3): Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d). 
a)^ : All b)[ Some* cj^ i None of : 

1. Certified copies of the priority documents have been received, 

2. : Certified copies of the priority documents have been received in Application No. 



3. ' ■ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau {PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) Acknowledgement is made of a claim for domestic priority under 35 U.S.C, § 1 19(e). 
Attach mentis) 

15) ■ : Notice of References Cited (PTO-892) 18), ; Interview Summary (PTO-413) Paper No(s) 

16) : ; Notice of Draftsperson's Patent Drawing Ruview (PTO 948) 19)^ Notice of Informal Patent Application (PTO- 1 52) 

17) ; ■ information Disclosure Statement(s) (PTO- 1 449) Paper No(3) 20) ' Otiner 
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DFyrAII.KD ACTION 



Election/Restriction 

Restriction tooneofthe follow iny iinentions is required under 35 U.S.C. 121: 

I. dainis 1-25, draw n to a coinposition for inhibition of inducible C"0X-2 acti\ it\ 
and ha\ ing minimal etTect on COX-1 actix ity, said composition comprising as a 
Hrst coiiiponcnt an elTective amount of a dilerpene triepoxide lactone species, and 
as a second component an effecti\ e amount of a sesquiterpene lactone species or 
deri\ ati\'es thereof, classified in class 514, subclass 175, for example. 

II. Claims 2()-3() and 32-34, draw n to a method of dietary supplementation in animals 
comprising administering to an animal suffering symptoms of intlammation the 
composition comprising, as a first component an effective amount of a dilerpene 
triepoxide lactone species and an effectix e amoimt of second component of a 
sesquiterpene lactone species or deri\ ati\ es thereof, and continuing said 
administering of the composition until said symptoms are reduced, classified in 
class 514, subclass 914 or class 424, subclass 439, for example. 

III. Claim 31, drawn to a method of therapeutic treatment in animals comprising 
administering to an animal suffering symptoms of arthritis a composition 
comprising, as a first component an effectix e amount of a diterpene triepoxide 
lactone species and an effectix e amount of second component of a sesquiterpene 
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lactone species or deri\ ati\ es thereof, and continuing said administering of the 
composition until said symptoms are reduced, classified in class 514, subclass 
S25, for example. 

IW Claims 35-39. drawn to a method of therapeutic treatment comprising applying to 
the skin of a human suffering symptoms of acne rosacea a lotion comprising a 
composition comprising as a llrst component an effecti\ e amount of 
pharmaceutical grade compound selected from a recited Markush group, and as a 
second component an effectix e amount of a compound selected from a recited 
Markush group, classitled in class 514, subclass 859, for example. 

V. Claims 40-42, drawn to a method of therapeutic treatment comprising applying to 
the skin of a human suffering symptoms of psoriasis a lotion comprising a 
composition comprising as a llrst component an effectiN c amount of 
pharmaceutical grade triptolidc or triptonidc, and as a second component an 
effectix e amount of a compound selected from a recited Markush group, classified 
in class 514, subclass 863, for example. 



2. The inventions are distinct, each from the other because of the follow ing reasons: 
hn entions and are related as product and process of use. The in\ entions can be show n to be 
distinct if either or both of the follow ing can be shown: ( 1 ) the process for using the product as 
claimed can be practiced w ith another materially different product or (2) the product as claimed 
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can be used in a niaterially dilTerenl process of usiniz thai product (MPHP j:^ 8()6.()5(h)). In the 
instant case, the product as claimed can be used in a materially different process of using that 
product, as e\ idenced by the clainis tbemseb es. 

3. lin entions II-V are unrelated, lin entions are unrelated if it can be show n that they are not 
disclosed as capable of use together and they ha\e different modes of operation, different 
functions, or different effects (MPEP i:^ 800. 04. Ml^EP 808.01 ). In the instant case the four 
different groups are directed to four different itn entions. For instance, the inx ention of Group II 
differs from the iinentions of Group IIl-V because the inxention of Group II is directed to a 
method of a method of dietary supplementation in animals comprising administering to an 
animal suffering symptoms of inllammation, w hereas the invention of Group III is directed to a 
method of therapeutic treatment in animals comprising administering to an animal suffering 
symptoms of arthritis, whereas the iinention of Group IV is directed to a method of therapeutic 
treatment comprising applying lotion to the skin of a human suffering symptoms of acne rosacea; 
and, w hereas the in\'ention of Group V is directed to a method of therapeutic treatment 
comprising applying lotion to the skin of a human suffering symptoms of psoriasis. Different 
methods of administering the same or essentially the same compositions by different routes of 
administration do not necessarily have the same functional effect, as e\ idenced by the claims 
themseU es. These methods are capable of separate manufacture, use or sale, as claimed, and are 
patentable (no\ el and unob\ ious) o\ er each other (though they may be unpatentable because of 
the prior art) subjects. 
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4. Because tliese inventions are distinct ibr the reasons gi\ en abo\ e and the search required 
for one Group is not required for another Group, restriction for examination purposes as 
indicated is proper. 

5. This application also contains claims directed to numerous patentably distinct species of 
pharmaceutical compositions, said species containing numerous permutations ofntunerous 
ingredients. See claims 1-42. 

Applicant is required under 35 l.\SX\ 121 to elect a single disclosed species of 
cotnposition or single disclosed combination ofspecies ofcomposition. specitlcallv stating 
which diterpene triepoxide lactone species as a llrst component, and specifically state which 
sesquiterpene lactone species as a second component, for prosecution on the merits to w hich the 
claims shall be restricted if no generic claim is llnally held to be allow able, ev en though this 
requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit e\ idencc or identify sucli e\ idence now of record showing tiie species to 
be obv ious v ariants or clearly admit on the record that this is the case. In either instance, if the 
examiner tlnds one of the inv entions unpatentable ov er the prior art, the evidence or admission 
may be used in a rejection under 35 L'.SX\ l()3(a) ol the other invention. 
(\ Applicant is adv ised that the reply to this requirement to be complete must include an 
election of the invention to be examined ev en though the requirement be traversed (37 
C\R 1.143). 
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7. Applicant is reminded that upon the cancellation ofclaims to a non-elected invention, the 
inxentorship must be amended in compliance w ith 37 CFR 1 .48(b) if one or more of the currently 
named iin entors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a request under 37 CFR 1 .48(b) and by the 
fee required under 37 CFR 1.1 7(i). 

8. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Michele Flood whose telephone number is (703) 308-9432. The examiner 
can normally be reached on Monday through Friday from 7:15 am to 3:45 pm. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 1600 
receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent Examiner, 
Michael Wityshyn whose telephone number is (703) 308-4743, 




September 13, 2002 



